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This Office Action is in response to the Applicant's reply received 3/1 1/08. Claims 1-9, 
11-26 are pending. Claims 18-26 are withdrawn. Claims 10 and 11 are cancelled. 
Claims 1 , 2 and 1 1 have been amended. Claim 26 is new. 

Election by Original Presentation 
Newly submitted claim 26 is directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: Unity of invention 
was broken in a previous office action mailed 8/8/07. The applicant elected group I, the 
composition and not the methods of using the composition. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claim 26 withdrawn from consideration as being 
directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Response to Applicant's Arguments 

In the response submitted by the Applicant the 35 U.S.C § 101 rejection of claims 
1,2,4, 5, 8,9,12 and 1 6 is withdrawn. Also the 1 02 (b) rejection of claims 1,2,4, 5, 8, 
9, 12 and 16 based on Yoshinaga et al. is withdrawn in light of Applicant's amendment. 
Also all 35 U.S.C § 103 rejections using Yoshinaga et al. as the primary reference are 
also withdrawn in light of Applicant's amendment. The 35 U.S.C § 1 12 rejection of claim 
2 is withdrawn in light of the Applicant's amendment. In summary all previous rejections 
are withdrawn due to Applicant's amendments to the claims. 
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New Rejections Necessitated by Amendment 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2, 4, 5, 8 9 and 11 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Sakai et al. (U.S. Patent # 5445042). 

These claims are drawn to a composition comprising an enzyme, a source of 
lactate ions, a source of zinc ions and ammonium ions sufficient to maintain activity of 
the enzyme after radiation sterilization. This claim is a product by process. However 
M.P.E.P. § 21 13 states "product-by process claims" such as this "are not limited to the 
manipulations of the recited steps, only the structure implied by the steps" as cited 
below: 

"[Ejven though product-by-process claims are limited by and defined by 
the process, determination of patentability is based on the product itself. 
The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as 
or obvious from a product of the prior art, the claim is unpatentable even 
though the prior product was made by a different process." 
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Therefor the limitation of "a composition has been subjected to sterilizing irradiation" is a 
product by process limitation and is still anticipated by other art teaching a sterile 
composition even if the sterilization was performed by other means. Any composition 
with the above components will meet the limitation of "sufficient to maintain activity of 
the enzyme after radiation sterilization" since the necessary structure of the composition 
(the components) is present. Any composition with the components listed will anticipate 
the claims since the limitation that the components be in an amount "sufficient to 
maintain activity of the enzyme after radiation sterilization" is broad, since no direction is 
provided in the claims or indicated with sufficient specificity (M.P.E.P. § 2131 .03) in the 
specification directly indicating these critical concentration ranges and effectively reads 
on any amount of these components. Indeed the applications specification provides 
only suggestions as to the concentration of these components and not clear ranges. 
The Applicant specification uses open language when referring to the concentration of 
the components such as "Particularly good results may be obtained when zinc L-lactate 
is present at a concentration of about 1 .0% by weight" (Specification, page 6, lines 3-4) 
or "ammonium ions may be present at a concentration of at least 0.5 %, preferably at 
least 1 %, and more preferably at least 2%, by weight" are not specific ranges because 
they use such relative terms like "may be present" or "preferably at least" which while 
not indefinite reads on ranges greater then the number indicates (M.P.E.P. § 2173.05 
(b)) and thus can be anticipated until such specificity of ranges required to "maintain 
activity of the enzyme after radiation sterilization" is limited or provided by the Applicant. 
Sakai et al. teaches an composition comprising the enzymes trypsin, 
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chymotrypsin or bromelaine (col 20 line 20) as well as other proteins such as interferons 
(col 20, lines 28) that are in a wet active state in the aqueous composition 
(Abstract).This composition has salts that are a source of lactate ions and zinc ions (col 
17, lines 20-25) and inherently capable of releasing said ions when immersed in water. 
Their composition can also comprise alcohols such as ethanol and isopropanol to make 
the composition sterile and sugar alcohols such as glycerin (col 4, lines 33-45 and col 
1 8 and 1 9)) as well as a source of ammonium ions (col 1 7, line 25). Also claim 1 1 is 
anticipated since the only limitation it provides to independent claim 1 is that the 
sterilizing radiation is gamma radiation which mentioned above is a product by process 
limitation and since Sakai et al. also teach a sterile end product the composition is 
anticipated. Therefore the reference anticipates claims 1 , 2, 4, 5, 8, 9 and 1 1 . 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-9 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sakai et al. as applied to 1 , 2, 4, 5, 8, 9 and 1 1 above and for the following rational. 

The description and rejection of claims 1, 2, 4, 5, 8 and 9 are listed in the above 
35 U.S.C § 102(b) rejection. Claims 3, 6 and 7 further limit the zinc and lactate 
components. Claim 1 1 limits that the sterilizing radiation is gamma radiation. 
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As mentioned above Claim 1 1 is a product by process and since the composition 
of Sakai et al. is sterile the process used to achieve that composition is given little 
patentable weight and is obvious since both gamma radiation and alcohol sterilization 
would achieve the same result of a sterilized solution (M.P.E.P. § 2144.07). 

While Sakai et al. teaches that their composition can comprise AMPS (col 23, 
line 24) they do not teach the ammonium salt of AMPS. However considering that 
Sakai et al. teach other ammonium salts (col 17, lines 20-25) can be used in their 
composition and that the ammonium salt of AMPS will dissociate in water to ions it 
would have been obvious to someone skilled in the art to replace the acid version of 
AMPS in Sakai et al. with the ammonium salt of AMPS since it is well known in the art to 
replace the acid version of molecules with their salt derivatives and still achieve the 
same purpose (M.P.E.P. § 2144.06 and M.P.E.P. § 2144.07). 

Also Sakai et al. does teach a source of zinc ions and a source of lactate ions but 
does not specifically teach the salt zinc lactate. However Sakai does teach that a 
combination of metal salts of organic acids is possible. They teach that their 
composition may comprise "organic acid salts such as lactate, citrate, tartarate, 
fumarate, maleate, methanesulfonate; metal salts such as sodium salt, potassium salt, 
calcium salt, zinc salt)" (col 25, lines 35-40). One of ordinary skill in the art would 
recognize that metal salts and the salts of organic acids rapidly dissolve in water and 
exist in the composition as dissociated ions. Therefore it would have been obvious to 
someone skilled in the art to add zinc lactate to they composition of Sakai et al. since 
they already have zinc ions and lactate ions in their composition and in an aqueous 
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solution they would be art recognized equivalents for the same purpose (M.P.E.P. § 
2144.06 and 2144.07) since they both dissociate into the same ions. 

Furthermore while Sakai et al. does not specifically teach that the lactate used is 
L-lactate this would be obvious to one of ordinary skill in the art. It is well known in the 
art that L-lactate is the only bioactive isomer of lactate. Since Sakai et al. teaches a 
pharmaceutical composition for administration to a human it would be obvious to use 
the bioactive isomer L-lactate in the composition since this is the simple substitution of 
one known bioactive element for one that has no bioactivity in a pharmaceutical 
composition (KSR International Co. v. Teleflex Inc., 550 U.S.-, 82 USPQ2d 1385 
(2007)). Therefore the references listed above renders obvious claims 1-9 and 1 1 . 

Claims 1-9 and 11-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sakai et al. as applied to claims 1-9 and 1 1 above, and further in view of Green 
(WO 01/28600). 

These claims limit the enzyme in the composition either to glucose oxidase, 
catalase or lactoperoxidase. While Sakai et al. does teach a wound healing 
composition that renders obvious the addition of zinc lactate and other salts of lactate 
such as sodium lactate (col 20 lines 25-40) and ammonium AMPS they do not teach 
there their enzyme is glucose oxidase, catalase or lactoperoxidase. However this would 
be obvious to one of ordinary skill in the art in view of Green. Green also teaches a 
wound healing composition that includes glucose oxidase, lactoperoxidase (Green, 
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Abstract) and can also comprise catalase (Green pg 1 1 , lines 20-30). M.P.E.P. § 
2144.06 states 

"It is prima facie obvious to combine two compositions each of which is 
taught by the prior art to be useful for the same purpose, in order to form 
a third composition to be used for the very same purpose.... [T]he idea of 
combining them flows logically from their having been individually taught 
in the prior art." 

Therefore it is prima facie obvious to one of ordinary skill in the art to combine the 
composition of Sakai et al. to the composition of Green since both are wound healing 
compositions. Therefore the references listed above renders obvious claims 1-9 and 11- 
17. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

In response to this office action the applicant should specifically point out 
the support for any amendments made to the disclosure, including the claims 
(MPEP 714.02 and 2163.06). Due to the procedure outlined in MPEP § 2163.06 for 
interpreting claims, it is noted that other art may be applicable under 35 U.S.C. § 1 02 or 
35 U.S.C. § 103(a) once the aforementioned issue(s) is/are addressed. 

Applicant is requested to provide a list of all copending U.S. applications 
that set forth similar subject matter to the present claims. A copy of such copending 
claims is requested in response to this Office action. 
CONTACT INFORMATION 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thane Underdahl whose telephone number is (571 ) 

272- 9042. The examiner can normally be reached Monday through Thursday, 8:00 to 
17:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached at (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
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Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 

Thane Underdahl Leon B. Lankford Jr 

Art Unit 1651 Primary Examiner 

Art Unit 1651 



